March 10, 2000

To Whom It May Concern:

Attachedisaligt of Over-the-Counter In Vitro Diagnostic Devices which have been cleared for
marketing by the FDA’s Divison of Clinica Laboratory Devices. Thislist should be viewed with
certain reservations.

a The names of the devices or manufacturers may have changed since the devices were
cleared. The nameslisted are those submitted in the pre-market applications unless the
applicants notified the FDA of a change.

b. Some of the devices may never have been marketed or may not be marketed today.

c. “Over-the-Counter” is not synonymous with “Waived” in regard to the Clinica Laboratories
Improvement Amendments of 1988 (CLIA-88). Contact Ms. Clara Sliva at 301-827-0496
for information regarding the Waived status of these devices.

d. Thelist does not include devices that may be available for home use by prescription only.

Explanation of Test Codes:
CHO - Cholesteral (whole blood) UBI - Bilirubin (urine)
HDL — High Densty Lipoprotein (whole blood) UCL - Chloride (urine)
GHB - Glycosylated Hemoglobin (whole blood) UGL - Glucose (urine)
GLU - Glucose (whole blood) UKE - Ketones (urine)
FRU - Fructosamine (whole blood) UNI - Nitrates (urine)
KET - Ketones (whole blood) UOC - Occult Blood (urine)
HCG - Pregnancy (urine) UPH - pH (urine)
LH - Owulation Prediction (urine) UPR - Protein (urine)
DOA - Drugs of Abuse (urine) UUR - Urohilinogen (urine)
OCC - Occult Blood (stoal) UCA - Catdase (urine)

COL - Callection Device (generd)

If you need additional information, contact the undersigned at 301-594-3084.

J David Lyle

Divison of Clinical Laboratory Devices
Office of Device Evaudtion

Center for Devices and Radiologica Hedlth



510(K)/PMA TEST DATE

NUMBER

K761310
K771514
K772359
K780240
K780321
K781049
K790002
K791609
K791706
K801044
K802334
K802343
K802660
K802974
K810488
K810581
K810665
K810993
K811815
K811815
K811815
K811815
K812728
K812924
K812967
K813272
K820465
K820520
K820594
K821091
K821179
K821247
K821799
K821799
K821799
K821799
K821799
K821799
K822449
K822486
K822697
K822699
K822976
K823109
K830340
K830340
K830824
K830824
K830824
K830824

CODE CLEARED

UGL
HCG
HCG
HCG
HCG
HCG
HCG
HCG
HCG
GLU
HCG
HCG
HCG
HCG
occC
HCG
GLU
GLU
UGL
uocC
UPH
UPR
occC
HCG
HCG
HCG
GLU
CoL
UGL
GLU
GLU
GLU
uUBI
UGL
UKE
UPH
UPR
UUR
HCG
GLU
GLU
GLU
GLU
HCG
uocC
UUR
uUBI
UGL
UKE
UPH

3121177
9/12/77
1/5/78
227178
4/4178
6/29/78
2/1/79
1072179
10/17/79
6/2/80
10/10/80
10/10/80
11/24/80
12/19/80
5/8/81
3/17/81
4/17/81
4/29/81
12/10/81
12/10/81
12/10/81
12/10/81
712182
11/2/81
11/6/81
12/17/81
3/11/82
5/14/82
5/5/82
5/14/82
5/14/82
5/21/82
8/16/83
8/16/83
8/16/83
8/16/83
8/16/83
8/16/83
10/27/82
11/5/82
9/30/82
11/5/82
11/16/82
11/10/82
8/16/83
8/16/83
6/12/83
6/12/83
6/12/83
6/12/83

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

MEGA-DIASTIX

PREGNANCY TEST KIT

ANSWER PREGNANCY TEST KIT
PREDICTOR

OVER-THE-COUNTER PREGNANCY TEST
ACU-TEST IN-HOME PREGNANCY TEST
DAISY 2 IN HOME PREGNANCY TEST
TRUE-TEST

BE-SURE

AMES GLUCOMETER

IN-HOME EARLY PREGNANCY TEST
PREGNA B-ANTI HCG

ANSWER AT-HOME PREGNANCY TEST
RAPI-DOT

HOME HEALTH CHEKUP KIT

FACT* HOME PREGNANCY TEST
GLUCOCHEK REFLECTANCE METER
GLUCOSCAN TEST STRIPS
UROPAPER "EIKEN"

UROPAPER "EIKEN"

UROPAPER "EIKEN"

UROPAPER "EIKEN"

FLEET DETECTATEST

ANSWER (R)

ACCURATE BETA

A-1 IN-HOME PREGANCY TEST
CHEMSTRIP UG

VD ALERT

BIOSTRIP G

ACCUCHEK BG

VISIDEX REAGENT STRIPS
ACCUDEX REAGENT STRIPS

FITKIT | CHECKUP KIT

FITKIT | CHECKUP KIT

FITKIT | CHECKUP KIT

FITKIT | CHECKUP KIT

FITKIT | CHECKUP KIT

FITKIT | CHECKUP KIT

TPK 1980/1

HOME BLOOD GLUCOSE MONITOR
GLUCOSCAN TEST STRIPS
GLUCOSCAN METER MODEL I
HYPOCOUNT A

GENERIC PREGNANCY TEST

FITKIT | CHECKUP KIT

FITKIT | CHECKUP KIT

URINE SCREENING KIT

URINE SCREENING KIT

URINE SCREENING KIT

URINE SCREENING KIT
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03/10/00

APPLICANT (OR MANUFACTURER)

MILES LABORATORIES, INC.
GENERIC LABORATORY, LTD.
DIAGNOSIC TESTING INC.
ORGANON, INC.
INTERNATIONAL DIAGNOSTIC, INC.
THE J.B. WILLIAMS CO., INC
BOEHRINGER MANNHEIM CORP.
BIOLOGICS INTL., INC.
PRECISION PRODUCTS CORP.
MILES LABORATORIES, INC.
HEALTH DIAGNOSTICS CORP.
INTERNATIONAL DIAGNOSTICS, INC
CARTER-WALLACE, INC.
ORGANON, INC.

HEALTHKIT

ORTHO PHARMACEUTICAL CORP.
LIFESCAN, INC.

LIFESCAN, INC

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

C. B. FLEET CO., INC.
CARTER-WALLACE, INC
ORAGANON, INC

C.F. MEDICAL, INC
BIODYNAMICS CORP

INTL. RESEARCH DIST., INC.
HELENA LABORATORIES
BOEHRINGER MANNHEIM CORP
MILES LABORATORIES, INC
MILES LABORATORIES, INC
PATTON, BOGGS & BLOW
PATTON, BOGGS & BLOW
PATTON, BOGGS & BLOW
PATTON, BOGGS & BLOW
PATTON, BOGGS & BLOW
PATTON, BOGGS & BLOW
PLANTEX-USA INCORPORATION
PHARMAQUEST CORP.
LIFESCAN, INC

LIFESCAN, INC

PHARMAQUEST CORP.
DIAGNOSTIC SPECIALTIES
BODITESTOR

BODITESTOR

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.



510(K)/PMA TEST DATE

NUMBER

K830824
K830824
K831051
K831108
K831194
K831535
K831600
K831989
K832311
K832593
K832599
K832691
K832905
K833369
K833466
K833521
K833521
K833521
K833521
K833521
K833521
K834099
K834270
K834474
K840484
K840527
K840602
K840799
K840903
K841415
K841595
K841602
K842207
K842265
K842684
K843238
K843284
K843352
K844281
K850079
K850431
K850480
K851456
K851618
K851703
K851822
K852274
K852747
K852960
K853142

CODE CLEARED

UPR
UUR
HCG
HCG
GLU
HCG
uUGL
GLU
occ
HCG
HCG
GLU
HCG
occ
HCG
uBl
uGL
UKE
uocC
UPH
UPR
GLU
HCG
HCG
GLU
occ
HCG
COoL
occ
HCG
HCG
HCG
GLU
HCG
GLU
HCG
LH
occ
HCG
HCG
occ
LH
GLU
GLU
GLU
GLU
HCG
GLU
GLU
LH

6/12/83
6/12/83
5/18/83
5/18/83
10/31/83
6/30/83
9/8/83
8/8/83
2/27/84
1/11/84
9/20/83
11/14/83
2/7/84
8/2/84
11/25/83
1/11/84
1/11/84
1/11/84
1/11/84
1/11/84
1/11/84
2/3/84
5/14/84
9/28/84
6/22/84
9/5/84
3/19/84
6/7/84
7/10/84
7/11/84
5/31/84
5/22/84
6/26/84
7/17/84
9/7/84
9/14/84
12/11/84
12/5/84
12/10/84
3/5/85
6/17/85
3/5/85
8/1/85
8/6/85
8/23/85
10/3/85
6/28/85
8/12/85
6/16/86
12/17/85

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

URINE SCREENING KIT

URINE SCREENING KIT

HOME PREGNANCY TEST KIT HPK #1

HOME PREGNANCY TEST KIT

GLUCOKEY

E.P.T. PLUS

DIASTIX REAGENT STRIPS FOR URINALYSIS
VISIDEX Il REAGENT STRIPS

HEMOCCULT-C

HOSPITAL LAB IN-HOME EARLY PREGNANCY TEST
EARLY IN HOME PREGNANCY TEST

BETA SCAN REAGENT STRIPS
QUALITATIVE EIA FOR HCG

EARLY DETECTOR FECAL OCCULT BL
EARLY PREGNANCY DETECTION TEST
REAGENT TEST STRIP COMBINATION
REAGENT TEST STRIP COMBINATION
REAGENT TEST STRIP COMBINATION
REAGENT TEST STRIP COMBINATION
REAGENT TEST STRIP COMBINATION
REAGENT TEST STRIP COMBINATION
BLOOD GLUCOSE MONITOR

ORTHO EIA HOME PREGNANCY TEST

H.P.T. HOME PREG TEST KIT

DIATRON EASYTEST BLOOD GLUCOSE MONITOR
COLOTRAK OCCULT BLOOD TEST

VERIFY PREGNANCY TEST KIT
V.D.T.-GONORRHEA TEST KIT

HELENA COLOSCREEN SELF-TEST
PREGNANCY TEST BETA STICK
HEALTHCHECK HOME PREGNANCY TEST KIT
ACCURATE BETA 30 PREGNANCY TEST
WAKO BG PRETEST STRIPS

ORTHO BRAND HOME PREGNANCY TES
DIATROL BLOOD GLUCOSE TEST SYS
ANSWER ONE-DAY

OVUSTICK SELF-TEST

COLOSCREEN TEST KIT

PTK HEALTHCHECK PREGNANCY TEST KIT
NOW HOME PREGNANCY TEST KIT
EZ-DETECT TEST FOR BLOOD IN STOOLS
OVUSTICK SELF-TEST MODIFICATION
ACCU-CHEK Il

DIASCAN BG SELF MONITOR TEST STRIPS
GLUCOSTIX REAGENT STRIPS AND GLUCOMETER
BETA SCAN TRENDS METER

ANSWER

VISIDEX Il REAGENT STRIPS

DIRECT HOME BG MONITOR

OVUTIME OVULATION PREDICTOR TE
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03/10/00

APPLICANT (OR MANUFACTURER)

SYN-KIT, INC.
SYN-KIT, INC.

QUIDEL

QUIDEL

ULSTER SCIENTIFIC, INC
WARNER-LAMBERT CO.

MILES LABORATORIES, INC.

MILES LABORATORIES, INC
MENLEY & JAMES LABORATORIES
AICL-PACK, INC.
WARNER-LAMBERT CO.

ORANGE MEDICAL INSTRUMENTS, INC.
BTC DIAGNOSTICS, INC.
WARNER-LAMBERT CO.

QUIDEL

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

SYN-KIT, INC.

HEALTHDYNE, INC.

ADVANCED CARE PRODUCTS
BIOMEDICAL RESEARCH & DEV LABS
MEDIVIX, INC.

BREIT LABORATORIES, INC.

O.T.C. DIAGNOSTICS, INC

M.G. LABORATORIES INC.

HELENA LABORATORIES

QUIDEL

TIMEX MEDICAL PRODUCTS CORP.
ORGANON, INC.

HEALTHDYNE, INC.

ADVANCED CARE PRODUCTS
BECTON DICKINSON AND COMPANY
CARTER-WALLACE, INC.
MONOCLONAL ANTIBODIES, INC.
HELENA LABORATORIES
HEALTHCHECK CORP.

BIOCLINICAL SYSTEMS, INC.

NMS PHARMACEUTICALS, INC.
MONOCLONAL ANTIBODIES, INC.
BOEHRINGER MANNHEIM GMBH
HOME DIAGNOSTICS, INC

MILES LABORATORIES, INC
ORANGE MEDICAL INSTRUMENTS INC
CARTER-WALLACE, INC.

MILES LABORATORIES, INC
UNIVERSITY OF WISCONSIN
ADVANCED CARE PRODUCTS



510(K)/PMA TEST DATE

NUMBER

K853269
K853733
K854329
K854358
K855178
K855202
K855237
K855237
K855238
K860028
K860090
K860828
K860948
K860965
K861168
K861303
K861354
K861697
K861731
K861946
K862207
K862806
K862806
K862806
K862806
K862806
K862806
K862806
K862984
K863223
K863341
K863468
K863481
K863841
K863999
K864322
K864373
K864544
K870214
K870584
K870708
K871241
K871332
K871586
K871601
K871996
K872505
K872889
K873534
K874180

CODE CLEARED

HCG
GLU
GLU
uocC
GLU
GLU
uocC
UPR
UNI
occC
HCG
LH
GLU
HCG
HCG
GLU
LH
CcoL
occC
HCG
HCG
uBlI
UGL
UKE
UNI
UPH
UPR
UUR
GLU
GLU
HCG
GLU
GLU
HCG
HCG
GLU
HCG
UGL
uUCL
LH
GLU
LH
LH
GLU
HCG
HCG
GLU
GLU
LH
occC

10/3/85
12/4/86
8/4/86
4/9/86
8/4/86
7/2/86
5/6/86
5/6/86
5/6/86
4/7186
4/11/86
8/4/86
12/8/86
4/24/86
4/26/86
7/2/86
9/16/96
8/19/86
11/6/86
6/16/86
6/17/86
12/4/86
12/4/86
12/4/86
12/4/86
12/4/86
12/4/86
12/4/86
11/5/86
3/10/87
1/14/87
12/8/86
4/7/87
12/22/86
1/9/87
2/25/87
1/9/87
7127187
6/29/87
11/25/87
2/2/88
10/2/87
8/5/87
9/16/87
8/26/87
8/18/87
10/20/87
4/13/88
11/23/87
9/30/88

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

PREGNA/TEST

MED PEN/MED POINT

DIAGEM 300 BG REAGENT STRIPS
EZ-DETECT - URINE BLOOD TEST STICKS
DIATRON BLOOD GLUCOSE METER
GLUCOMETER M BLOOD GLUCOSE METER
BIOTEL/KIDNEY

BIOTEL/KIDNEY

BIOTEL/UTI

MODIFIED EZ DETECT OCCULT BLOOD TEST IN STOOLS
ANSWER PLUS AT HOME PREGNANCY TEST
"FORTEL", COLOR OVULATION TEST
TRACER BG

BETA QUICK STICK

CLEARBLUE PREGNANCY TESTING KIT
GLUCOMETER I

RIGHT-DAY OVULATION HOME TEST

SELF ASSURE/GHB CAPILLARY BLOO
NATURAL DETECTOR SYSTEM

"PTK PLUS" HOME PREGNANCY TEST
QUIDEL BETA STICK PREG TEST

URINE DIAGNOSTIC REAGENT STRIP
URINE DIAGNOSTIC REAGENT STRIP
URINE DIAGNOSTIC REAGENT STRIP
URINE DIAGNOSTIC REAGENT STRIP
URINE DIAGNOSTIC REAGENT STRIP
URINE DIAGNOSTIC REAGENT STRIP
URINE DIAGNOSTIC REAGENT STRIP
UNIDEX GLUCOSE TEST STRIP
DIMENSION WBG

CARDS(TM) EARLY PREGNANCY TEST
EXACTECH

ACCU-CHEK IIm

TANDEM OTC HCG PREGNANCY TEST FOR CONSUMER USE
VIS-CUBE PREGNANCY HOME TEST

MPX SYSTEM

CLEARBLUE PREGNANCY TEST KIT
DIABETES RISK DETECTOR

SALTEX REAGENT STRIPS

O.P.T. OVULATION PREDICTION TEST
GLUCOSCOT Il BLOOD GLUCOSE TEST SYSTEM
ANSWER OVULATION TEST KIT
CLEARPLAN

GLUCOCHEK S.C. WITH AUDIO OPTI
ADVANCE* PREGNANCY TEST ACP2
ABBOTT BIOTELL PREGNANCY TEST
DIASCAN BG SELF-MONITOR STRIPS
ROMEO (TM) MODEL 1000

OVUGEN SURETEST

COLORECTAL CANCER RISK DETECTO
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03/10/00

APPLICANT (OR MANUFACTURER)

MODERN DIAGNOSTICS, INC.
GARID, INC

SETON PRODUCTS, INC

SELF CARE SYSTEMS, INC.
DEXTRON, INC

MILES LABORATORIES, INC
AMERICAN DIAGNOSTIC CORP.
AMERICAN DIAGNOSTIC CORP.
AMERICAN DIAGNOSTIC CORP.
SELF CARE SYSTEMS, INC.
CARTER-WALLACE, INC.

NMS PHAMACEUTICALS, INC.
BOEHRINGER MANNHEIM GMBH
PACIFIC BIOTECH, INC

UNIPATH, LTD.

MILES LABORATORIES

LEECO DIAGNOSTICS, INC.
AWARENESS TECHNOLOGY, INC.
U. S. HEALTH RESOURCES CORP.
HEALTHCHECK CORP.

QUIDEL

AMATECH INTERNATIONAL, INC.
AMATECH INTERNATIONAL, INC.
AMATECH INTERNATIONAL, INC.
AMATECH INTERNATIONAL, INC.
AMATECH INTERNATIONAL, INC.
AMATECH INTERNATIONAL, INC.
AMATECH INTERNATIONAL, INC.
UNIDEX, INC.

DIMENSION DIAGNOSTICS
PACIFIC BIOTECH, INC.
TREVANOL LABORATORIES
BOEHRINGER MANNHEIM GMBH
HYBRITECH, INC.

LEECO DIAGNOSTICS, INC.
LIFESCAN, INC

UNIPATH LTD.

PEARCE CLINICAL LAB, INC.
MILES LABORATORIES, INC
WARNER-LAMBERT CO.

KYOTO DAUCHI KAGAKU CO., INC.
CARTER-WALLACE, INC.
UNIPATH, LTD.

LARKEN INDUSTRIES, INC.
ADVANCED CARE PRODUCTS
ABBOTT LABORATORIES

HOME DIAGNOSTICS, INC

DIVA MEDICAL SYSTEMS, INC.
BIOGENEX LABORATORIES
PEARCE CLINICAL LABORATORIES



510(K)/PMA TEST DATE

NUMBER

K874248
K874823
K875049
K880069
K880472
K880585
K880703
K881015
K881908
K882232
K882416
K882588
K882799
K883430
K883530
K883817
K883826
K884489
K884616
K884993
K890510
K890873
K891762
K893117
K893205
K893404
K893661
K894579
K895560
K895911
K896144
K896482
K897015
K901613
K901981
K902208
K903191
K904168
K904292
K904782
K905742
K910351
K910573
K910692
K911566
K911596
K911624
K911792
K912316
K912440

CODE CLEARED

HCG
HCG
GLU
HCG
HCG
GLU
GLU
HCG
GLU
HCG
HCG
HCG
occC
HCG
LH

GLU
HCG
HCG
HCG
GLU
LH

GLU
LH

GLU
GLU
GLU
UGL
LH

HCG
GLU
GLU
HCG
GLU
GLU
HCG
LH

GLU
GLU
GLU
HCG
HCG
LH

GLU
GLU
HCG
GLU
GLU
GLU
HCG
GLU

11/4/87
4/5/88
8/23/88
2/11/88
5/16/88
4/18/89
7/8/88
8/29/88
7/12/88
10/25/88
7/28/88
10/6/88
9/30/88
1/30/89
12/19/88
12/9/88
11/29/88
3/8/89
1/13/89
12/29/88
3/24/89
4/4/89
7/20/89
6/16/89
10/6/89
8/3/89
11/8/89
10/12/89
11/30/89
11/8/89
12/19/89
3/6/89
3/29/90
7/10/90
8/2/90
7/17/90
10/15/90
10/15/90
10/22/90
12/6/90
2/13/91
3/21/91
4/3/91
3/29/91
5/6/91
5/15/91
7/17/91
5/15/91
7/24/91
7/17/91

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

SYNTRON BIORESEARCH U-TEST PREGNANCY TEST
FIRST RESPONSE 5 MIN PREG TEST

M D STRIPS bG

LEECO PREGNASTICK (EIA)

ADVANCE* AND DAISY* PREG TEST

DEXPAD BLOOD GLUCOSE STRIPS

QUANTAI bG REAGENT STRIPS

FIRSTDAY EARLY PREGNANCY TESTING SYSTEM
TRACER |l BLOOD GLUCOSE SYSTEM

DISCOVER(R)

CLEARBLUE EASY

BLUE DOT TEST FOR PREGNANCY

HELENA COLOCARE

PREGNA-CARD(TM) A VISUAL HOME PREGNANCY TEST
FIRST RESPONSE 10 MIN OVULATION PREDICTOR
ACCU-CHEK Il FREEDOM SYSTEM

HOME CLINIC PREGNANCY TEST

C&T PREGNANCY TEST KIT

FIRSTDAY EARLY PREGNANCY TESTING KIT II
VISUAL BLOOD GLUCOSE TEST SYSTEM

ABBOTT OVULATION PREDICTOR TES
GLUCOFILM/GLUCOMETER 3 SYSTEM

MINICLINIC OVULATION PREDICTION TEST
GLUCOMETER QA BG METER/STRIPS

FIRST CHOICE

INTEGRA (TM) BGM SYSTEM

QUANTAI UG REAGENT STRIPS

CLEARPLAN EASY

MODIFIED HOMECLINIC PREG. TEST

ONE TOUCH Il METER

AUTOSCAN, AUTOSTRIP, AUTOCONTR
PERFECT(TM) ONE STEP EARLY PREGNANCY TEST KIT
GLUCOMETER GX BG METER

MEDISENSE PEN 2/COMPANION 2

ABBOTT MODIFIED FACT PLUS PREG

MODIFIED OVUGEN

QUANTIFILM REAGENT STRIPS/ QUICKCHECK 3 FILM
ACCUCHEK EASY

ACCU-CHEK Il BG SYSTEM

ANSWER QUICK AND SIMPLE AT-HOME PREGNANCY TEST

CLEARBLUE EASY

MINICLINIC OVULATION TEST

GLUCOSE V

BIO SCAN-bG

CLEARBLUE EASY

VISION BG MONITOR

VISION BG TEST STRIPS

FIRST CHOICE (FOR GLUCOMETER 3)
QUICKPAC-II ONE STEP PREGNANCY TEST
ULTRA BG MONITORING SYSTEM
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03/10/00

APPLICANT (OR MANUFACTURER)

SYNTRON BIORESEARCH, INC.
TAMBRANDS, INC.

AMATECH INTERNATIONAL, INC
LEECO DIAGNOSTICS, INC.
ADVANCED CARE PRODUCTS
WICHITA STATE UNIVERSITY
QUANTAI BIOTRONICS, INC
PACIFIC BIOTECH, INC.
BOEHRINGER MANNHEIM GMBH
CARTER-WALLACE, INC.
UNIPATH LTD.

V-TECH, INC.

HELENA LABORATORIES
DISEASE DETECTION INTERNATIONAL
TAMBRANDS, INC.
BOEHRINGER MANNHEIM GMBH
VANGUARD BIOMEDICAL CORP.
HEALTHCHECK CORP.

PACIFIC BIOTECH, INC.
DIAGNOSTIC SYSTEMS

ABBOTT LABORATORIES
BAYER CORPORATION
VANGUARD BIOMEDICAL CORP.
BAYER CORPORATION
POLYMER TECHNOLOGY
APPRISE, INC

QUANTAI BIOTRONICS, INC.
UNIPATH LTD.

VANGUARD BIOMEDICAL CORP.
LIFESCAN, INC

CASCADE MEDICAL, INC
PACIFIC BIOTECH, INC.

BAYER CORPORATION
MEDISENSE, INC

ABBOTT LABORATORIES
BIOGENEX LABORATORIES
QUANTAI BIATRONICS, INC
BOEHRINGER MANNHEIM GMBH
BOEHRINGER MANNHEIM GMBH
CARTER-WALLACE, INC.
UNIPATH, LTD

VANGUARD BIOMEDICAL CORP.
CARO MED, INC

BIO SCAN INSTRUMENTS, INC
UNIPATH LTD.
BRITISH-AMERICAN MEDICAL, INC.
BRITISH-AMERICAN MEDICAL, INC.
UNIDEX, INC.

SYNTRON BIORESEARCH, INC.
HOME DIAGNOSTICS, INC



510(K)/PMA TEST DATE

NUMBER

K912580
K912732
K914254
K914304
K914432
K914990
K915770
K915772
K920160
K921012
K921099
K921170
K921825
K922035
K922136
K922137
K922207
K922888
K923018
K923048
K923544
K923587
K923814
K924398
K924499
K924903
K925096
K925189
K926308
K926360
K926361
K926362
K930185
K930488
K930640
K930979
K931188
K931310
K931997
K933794
K934516
K934830
K934892
K936013
K936212
K940215
K940637
K941355
K941765
K941771

CODE CLEARED

GLU
GLU
HCG
HCG
CHO
HCG
GLU
GLU
LH

HCG
HCG
HCG
GLU
GLU
GLU
GLU
GLU
GLU
GLU
GLU
GLU
GLU
HCG
GLU
GLU
LH

HCG
HCG
HCG
GLU
GLU
GLU
LH

HCG
HCG
GLU
GLU
GLU
HCG
HCG
HCG
HCG
GLU
HCG
GLU
GLU
HCG
HCG
HCG
HCG

3/4/92
9/10/91
10/17/91
10/17/91
3/2/93
12/23/91
4/14192
4/14/92
3/11/92
4/8/92
5/29/92
5/7/92
8/18/92
9/23/92
8/10/93
8/10/93
6/15/93
9/15/92
9/23/92
10/14/92
12/3/92
12/28/92
12/3/92
12/23/92
12/17/92
6/10/93
12/28/92
1/6/93
1/26/93
9/8/93
6/24/93
11/10/93
3/4/93
4/6/93
3/18/93
9/8/93
5/26/93
6/5/93
9/10/93
5/19/94
2/24/94
12/2/93
1/11/94
2/25/94
5/10/94
1/17/95
6/2/94
7/6/94
10/20/94
7/6/94

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

FIRST CHOICE (FOR ONE TOUCH)

FIRST CHOICE (FOR DIASCAN)

HOMECLINIC ONE STEP PREGNANCY TEST
FIRST RESPONSE(R) ONE-STEP

ACCUMETER CHOLESTEROL SELF-TEST
ADVANCE(R) PREGNANCY TEST

ULTRA+ GLUCOSE TEST STRIP

DIASCAN BG MONITORING TEST STRIPS

LH GEN lll SELF-TEST/CONCEIVE

PRECISE PREGNANCY FOR HOME USE
SYNTRON QUIKSTRIP/E.Z. STRIP PREGNANCY HOME TEST
SURESTEP PLUS PREGNANCY TEST
QUICK-CHECK Il REAGENT STRIPS

GLUCOSE 3

ULTRA+ BG MONITOR TEST STRIP

DIASCAN BG MONITOR TEST STRIPS

TES-TAPE

ONE TOUCH IIB BG METER

GLUCOMETER ENCORE STRIPS&METER
ACCU-CHEK EASY BLOOD GLUCOSE SYSTEM
ONE TOUCH TEST STRIPS

GLUCOSE TEST SYSTEM

APPLIED BIOTECH SURESTICK PREGNANCY TEST
UNI-CHECK REAGENT STRIPS

ELITE TEST STRIPS GLUCOMETER

MOD. OVUGEN 1-STEP OVULATION PREDICTOR
CONCEIVE ONE-STEP PREGNANCY TEST
PREGNAGEN 1-STEP PREGNANCY TEST
LIFESIGN - ONE STEP HOME PREGNANCY TEST
GLUCOFILM TEST STRIPS

GLUCOMETER ENCORE QA BG METER
GLUCOSTIX REAGENT STRIPS

OVUSIGN LH/CONCEPTION PLUS/OVUDATE LH ONE-STEP
BESURE PLUS ONE-STEP PREGNANCY TEST
PRECISE PREGNANCY

ACCU-CHEK ADVANTAGE BG SYSTEM
CHECKMATE PLUS BG METER/STRIPS
GLUCOMETER M+

HCG MIDSTREAM PREGNANCY TEST

ANI BIOCARD(TM) HCG TEST

ADVANCE PREGNANCY TEST MODIFIC

HCG PREGNANCY ONE STEP TEST

RELIEF PLUS ONE REAGENT STRIPS

EVATEST STRIP

GLUCOFILM TEST STRIPS

GLUCOCHEK

PREDICTOR HOME PREGNANCY TEST
PREGNANCY CHECK

HCG PREGNANCY ONE STEP TEST

BODYWISE PREGNANCY TEST

Page 5

03/10/00

APPLICANT (OR MANUFACTURER)

UNIDEX, INC.
UNIDEX, INC.

VANGUARD BIOMEDICAL CORP.
CARTER-WALLACE, INC.
CHEMTRAK, INC.

ORTHO PHARMACEUTICAL CORP.
HOME DIAGNOSTICS, INC

HOME DIAGNOSTICS, INC

QUIDEL CORPORATION

BECTON DICKINSON AND CO.
SYNTRON BIORESEARCH, INC.
APPLIED BIOTECH, INC.
DIAGNOSTIC SOLUTIONS, INC
CARO MED, INC

HOME DIAGNOSTICS, INC.

HOME DIAGNOSTICS, INC.

ELI LILLY AND COMPANY
LIFESCAN, INC

BAYER CORPORATION
BOEHRINGER MANNHEIM GMBH
LIFESCAN, INC

POLYMER TECHNOLOGIES
APPLIED BIOTECH, INC.
DIAGNOSTIC SOLUTIONS, INC
BAYER CORPORATION
BIOGENEX LABORATORIES
QUIDEL

BIOGENEX LABORATORIES
PRINCETON BIOMEDITECH CORP.
BAYER CORPORATION

BAYER CORPORATION

BAYER CORPORATION
PRINCETON BIOMEDIX

SYNTRON BIORESEARCH, INC.
BECTON DICKINSON AND CO.
BOEHRINGER MANNHEIM GMBH
CASCADE MEDICAL, INC

BAYER CORPORATION

MIZUHO USA, INC.

ANI BIOTECH OY

ORTHO PHARMACEUTICAL CORP.
TECHNICAL CHEM & PRODUCTS INC.
DIAGNOSTIC SOLUTIONS, INC.
BOEHRINGER MANNHEIM ITALIA
BAYER CORPORATION

CLINICAL DIAGNOSTICS, INC.
ORGANON TEKNIKA CORP.

SA SCIENTIFIC, INC.

TECHNICAL CHEM & PRODUCTS INC.
CHARLTON ASSOCIATES



510(K)/PMA TEST DATE

NUMBER

K942455
K943252
K943432
K943503
K943599
K944195
K944458
K944459
K945514
K945568
K945846
K945887
K946166
P950040
K950354
K950628
K950727
K951457
K951537
K951538
K951705
K951887
K952279
K952875
K953063
K953581
K953606
K953661
K953662
K953672
K953680
K953680
K954178
K954364
K954685
K954833
K954968
K955903
K960034
K960053
K960117
K960174
K960233
K960316
K960337
K960436
K960733
K960855
K960888
K961337

CODE CLEARED

GLU
LH
GLU
GLU
CHO
GLU
CHO
GLU
HCG
HCG
HCG
GLU
GLU
COoL
HCG
GLU
GLU
GLU
GLU
LH
HCG
GLU
GLU
GLU
LH
LH
HCG
UGL
UKE
UNI
UKE
UGL
HCG
HCG
UNI
GLU
uGL
HCG
GLU
GLU
HCG
HCG
LH
HCG
GLU
HCG
HCG
GLU
UNI
GLU

3/24/95
10/25/94
1/17/95
7/23/96
3/21/95
3/23/95
3/6/96
4/17/96
2/10/95
1/17/95
1/27/95
3/23/95
11/8/95
1/21/97
7/19/95
11/8/95
6/1/95
2/22/96
7/14/95
7/11/95
10/3/95
8/24/95
6/14/95
11/21/95
8/23/95
10/3/95
3/22/96
6/14/96
6/14/96
7/1/96
6/12/96
6/12/96
10/23/95
10/13/95
7/22/96
2/15/96
7/26/96
3/6/96
6/28/96
6/28/96
3/19/96
4/1/96
4/23/96
4/29/96
9/24/96
3/19/96
5/1/96
11/7/96
7/5/96
6/21/96

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

LIFESCAN SURESTEP BGM SYSTEM

PRO-STEP LH OVULATION PREDICTI

HEMOCUE B-GLUCOSE SYSTEM

CHEMCARD GLUCOSE TEST

CHEM-TRAK ACCUMETER

QUICKPRO BLOOD GLUCOSE SYSTEM

ACCU-CHEK INSTANTPLUS CHOLESTEROL TEST
ACCU-CHEK INSTANT PLUS GC/DM BLOOD GLUCOSE
LIFESIGN 1, BIOSIGN 1

HCG MIDSTREAM PREGNANCY TEST

ADVANCE(R) PREGNANCY TEST

PRECISION QID BG TEST STRIPS

FIRST CHOICE(TM) TEST STRIP

DR. BROWN'S HOME DRUG TESTING KIT

SEA-BAND PREGNANCY TEST

FIRST CHOICE(TM) TEST STRIP

ONE TOUCH PROFILE

GLUCOCHEK POCKETLAB

GLUCOMETER ELITE M BG METER

BESURE ONE-STEP HOME OVULATION

MINISTRIP HCG

ADVANTAGE TEST STRIPS

PRECISION LINK BLOOD GLUCOSE DATA MANAGEMENT SYSTEM
ACCU-CHEK ALPHA MONITOR

CONCEIVE OVULATION PREDICTOR

FIRST RESPONSE OVULATION TEST

BEST PREGNANCY TEST

FIRST CHOICE GLUCOSE URINE TEST STRIPS

FIRST CHOICE KETONES URINE TEST STRIPS

FIRST CHOICE URINARY TRACT INFECTION TEST STRIPS
FIRST CHOICE GLUCOSE & KETONES URINE TEST STRIPS
FIRST CHOICE GLUCOSE & KETONES URINE TEST STRIPS
OSOM PREGNANCY TEST

CAMEO HOME PREGNANCY TEST

URITEST - NITRITE IN URINE TEST

ACCU-CHEK ADVANTAGE TEST STRIPS

HEALTH CHECK URI-TEST GLUCOSE IN URINE TEST
SELFCARE EARLY PREGNANCY TEST

LNX BLOOD GLUCOSE TEST SYSTEM

SELFCARE BLOOD GLUCOSE TEST STRIPS FOR THE EXACT TECH
PLATFORM ONE STEP PREGNANCY HOME TEST
UNIMARK MIDSTREAM PREGNANCY TEST STICK
MINICLINIC OVULATION PREDICTOR

CLEARBLUE EASY

AMD HOME HEALTH MONITORING SYSTEM

SELFCARE EARLY PREGNANCY TEST

MINISTICK PREGNANCY TEST

PRESTIGE BLOOD GLUCOSE MONITORING SYSTEM
CHEK-STIX U.T.I. SELF-TEST

EXACTECH RSG BLOOD GLUCOSE TESTING SYSTEM
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03/10/00

APPLICANT (OR MANUFACTURER)

LIFESCAN, INC.

DISEASE DETECTION INTERNATIONAL
HEMOCUE INC.

CHEM-ELEC, INC.

CHEMTRAK, INC.

MEDISENSE, INC.

BOEHRINGER MANNHEIM
BOEHRINGER MANNHEIM

PRINCETON BIOMEDITECH CORP.
MIZUHO USA, INC.

ABBOTT LABS

MEDISENSE, INC.

POLYMER TECHNOLOGY INTERNATION,
PERSONAL HEALTH AND HYGIENE, INC.
ML STRATEGIES INC.

POLYMER TECHNOLOGY INTERNATION,
LIFESCAN, INC

CLINICAL DIAGNOSTICS, INC.

BAYER CORPORATION

SYNTRON BIORESEARCH, INC.
INTERNATIONAL NEWTECH DEVELOP.
BOEHRINGER MANNHEIM GMBH
MEDISENSE, INC.

BOEHRINGER MANNHEIM GMBH
QUIDEL CORPORATION

SCANTIBODIES LABORATORY, INC
AMERITEK, INC.

POLYMER TECHNOLOGY INTERNATION,
POLYMER TECHNOLOGY INTERNATION,
POLYMER TECHNOLOGY INTERNATION,
POLYMER TECHNOLOGY INTERNATION,
POLYMER TECHNOLOGY INTERNATION,
WYNTEK DIAGNOSTICS, INC.

QUIDEL CORPORATION

TECHNICAL CHEM & PRODUCTS INC.
BOEHRINGER MANNHEIM

TECHNICAL CHEM & PRODUCTS INC.
SELFCARE INC.

LNX CORPORATION

SELFCARE INC.

SNYTRON BIORESEARCH, INC.
BIOTECH ATLANTIC, INC.

VANGUARD BIOMEDICAL CORP.
UNIPATH, LTD.

ADVANCED MEDICAL DEVICES, INC.
SELFCARE INC.

VANGUARD BIOMEDICAL CORP.

HOME DIAGNOSTICS, INC.

BAYER CORPORATION

MEDISENSE, INC.



510(K)/PMA TEST DATE

NUMBER

K961712
K961965
K961985
K962183
K962219
K962295
K962521
K962580
K962597
K962721
K962888
K963341
K963500
K963544
K963676
K963693
K964002
K964004
K964108
K964630
K965184
K970008
K970082
K970425
K970467
K970556
K970707
K971276
K971286
K971653
K971812
K971919
K972669
K972682
K972876
K972960
K973140
K973140
K973208
K973310
K973352
K973570
K973662
K973676
K973677
K973678
K973825
K974021
K974059
K974154

CODE CLEARED

HCG
HCG
GLU
HCG
HCG
GLU
HCG
HCG
GHB
HCG
HCG
HCG
GLU
GLU
GLU
LH

HCG
GLU
HCG
GLU
HCG
HCG
HCG
HCG
LH

GLU
GLU
GLU
HCG
GLU
GLU
GHB
GLU
HCG
GLU
UPR
GLU
FRU
HCG
LH

HCG
HCG
GLU
GLU
GLU
GLU
HCG
HCG
HCG
HCG

5/31/96
6/24/96
9/5/96
7/10/96
7/23/96
7/26/96
7/29/96
8/29/96
9/3/97
10/1/96
6/13/97
12/2/96
1/21/97
2/20/97
2/20/97
11/29/96
11/7/96
2/10/97
11/18/96
2/10/97
214197
2/18/97
1/24/97
3/6/97
5/18/97
5/12/97
6/20/97
6/17/97
5/8/97
1/2/98
8/8/97
9/5/97
1/22/98
8/1/97
10/9/97
10/7/98
10/31/97
10/31/97
10/20/97
10/27/97
10/27/97
10/31/97
12/15/97
12/16/97
12/15/97
12/15/97
12/19/97
12/19/97
4/9/98
12/19/97

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

TBD AT-HOME PREGNANCY

SURE CHECK PREGNANCY TEST

ELECT BLOOD GLUCOSE MONITORING SYSTEM

BRAND NAME 1-STEP PREGNANCY TEST

QUICKSTICK ONE STEP PREGNANCY TEST

PRECISION QID BLOOD GLUCOSE TEST STRIP
FACTPLUS ONE STEP PREGNANCY TEST

EZ SURE ONESTEP EARLY PREGNANCY TEST

LXN FRUCTOSAMINE TEST SYSTEM

EVIDENCE PREGNANCY TEST

AFFIRM ONE-STEP HOME PREGNANCY TEST
MIDSTREAM ONESTEP PREGNANCY HOME TEST
GLUCOMETER DEX DIABETES CARE SYSTEM
SUPREME Il METER

PRECISION G BLOOD GLUCOSE TESTING SYSTEM
OVUSIGN - ONE-STEP HOME OVULATION PREDICTOR TEST
NATURALE HCG PREGNANCY TEST

GLUCOMETER ENCORE BLOOD GLUCOSE TEST STRIPS
FACT PLUS PREGNANCY TEST

GLUCOMETER ELITE BLOOD GLUCOSE METER
PERFECTA PREGNANCY TEST

ADVANCED QUALITY PREGNANCY TEST

ABBOTT ADVISOR ONE-STEP PREGNANCY TEST

EZ SURE URINE DIPSTICK PREGNANCY HOME TEST

EZ SURE ONE STEP OVULATION PREDICTOR HOME TEST
SURESTEP PRO BLOOD GLUCOSE MONITORING SYSTEM
ELECT Il BLOOD GLUCOSE MONITORING SYSTEM
GLUCOMETER ENCORE QA+ BLOOD GLUCOSE SYSTEM
EZ SURE URINE MIDSTREAM PREGNANCY HOME TEST KIT
GLUCOCHEK POCKETLAB Il BLOOD GLUCOSE SYSTEM
PRECISION QID BLOOD GLUCOSE TEST STRIP

EZCHEK Hgb Alc BLOOD COLLECTION KIT

MTM BIOSCANNER 1000 TEST SYSTEM

QUICKSTICK ONE STEP HCG PREGNANCY TEST
GLUCOTREND BASIC SYSTEM

HEALTH CHECK URI-TEST PROTEIN IN URINE

DUET GLUCOSE CONTROL MONITORING SYSTEM

DUET GLUCOSE CONTROL MONITORING SYSTEM
FIRST SIGN

TBD ONE-STEP OVULATION PREDICTOR TEST

BRAND NAME 1-STEP PREGNANCY TEST

QUICK CARD HCG ONE STEP PREGNANCY TEST
ACCU-CHEK COMPLETE SYSTEM/METER

PRESTIGE AQUEOUS GLUCOSE CONTROLS

DIASCAN AQUEOUS GLUCOSE CONTROLS

ULTRA+ AQUEOUS GLUCOSE CONTROLS

MIDSTREAM HOME PREGNANCY TEST

SIGNAL PREGANCY TEST KIT

ONE STEP MIDSTREAM HCG PREGNANCY TEST
CHOICE ACCU-TEST PREGNANCY TEST KIT
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03/10/00

APPLICANT (OR MANUFACTURER)

SCANTIBODIES LABORATORY, INC
CHEMBIO DIAGNOSTIC SYSTEMS, INC.
SELFCARE INC.
CARTER-WALLACE, INC.
PHAMATECH

MEDISENSE, INC.

DIRECT ACCESS DIAGNOSTICS
EXCEL SCIENTIFIC, INC.

LXN CORPORATION

MDC ASSOCIATES

ATHENA MEDICAL CORP.
SYNTRON BIORESEARCH, INC.
BAYER CORPORATION
CHRONIMED, INC.

MEDISENSE, INC.

PRINCETON BIOMEDITECH CORP.
MIZUHO USA, INC.

BAYER CORPORATION

DIRECT ACCESS DIAGNOSTICS
BAYER CORPORATION

WYNTEK DIAGNOSTICS, INC.
BIONIKE INCORPORATED

ABBOTT LABORATORIES

EXCEL SCIENTIFIC, INC.

EXCEL SCIENTIFIC, INC.
LIFESCAN, INC.

SELFCARE INC.

BAYER CORPORATION

EXCEL SCIENTIFIC, INC.

CLINICAL DIAGNOSTICS, INC.
MEDISENSE, INC.

FLEXSITE DIAGNOSTICS, INC.
POLYMER TECHNOLOGY SYSTEMS, INC
PHAMATECH

BOEHRINGER MANNHEIM CORP.
TECHNICAL CHEM & PRODUCTS INC.
LNX CORPORATION

LNX CORPORATION

TEXAS IMMUNOLOGY, INC.
CARTER-WALLACE, INC.
CARTER-WALLACE, INC.
PHAMATECH

BOEHRINGER MANNHEIM CORP.
SORRENTO BIOCHEMICAL, INC.
SORRENTO BIOCHEMICAL, INC.
SORRENTO BIOCHEMICAL, INC.
GERMAINE LABORATORIES, INC.
SA SCIENTIFIC, INC.
INTERNATIONAL NEWTECH DEVELOP.
SA SCIENTIFIC, INC.



510(K)/PMA TEST DATE

NUMBER

K974451
K974491
K974508
K974821
K980532
K980573
K980731
K980908
K981084
K981207
K981271
K981661
K981722
K981892
K982002
K982076
K982079
K982089
K982303
K982621
K983090
K983113
K983253
K983432
K983468
K983504
K983504
K983860
K984006
K984075
K984261
K984527
K990223
K990249
K990262
K990373
K990576
K990649
K990688
K990873
K990873
K990899
K990939
K990942
K990942
K991193
K991242
K991315
K991369
K991386

CODE CLEARED

GLU
GHB
LH
HCG
HCG
GLU
GLU
LAC
CAT
LH
LH
occ
HCG
HCG
GLU
GLU
GLU
GLU
GLU
DOA
HCG
LH
GHB
GLU
GLU
GLU
KET
KET
GLU
HCG
GLU
GLU
LH
LH
HCG
HCG
HCG
GLU
CHO
UNI
UPR
GHB
GLU
GLU
FRU
HCG
GLU
UPR
HCG
LH

1/26/98
5/13/98
2/2/98
1/26/98
3/11/98
7/30/98
5/22/98
9/11/98
10/7/98
10/28/98
6/25/98
9/15/98
6/3/98
8/18/98
9/2/98
12/10/98
8/28/98
9/3/98
12/8/98
10/16/98
11/18/98
11/18/98
11/20/98
12/17/98
12/17/98
7/9/99
7/9/99
12/27/99
3/18/99
2/16/99
5/21/99
4/29/99
2/24/99
3/22/99
4/7/99
2122199
3/9/99
7/9/99
6/24/99
9/1/99
9/1/99
12/21/99
4/20/99
8/2/99
8/2/99
5/4/99
6/30/99
11/12/99
5/10/99
5/25/99

Over-the-Counter Devices Cleared for Marketing

DEVICE NAME

ONE TOUCH Il HOSPITAL BLOOD GLUCOSE MONITORING SYSTEM
ACCU-CHEK A1C HEMOGLOBIN TEST

DBEST ONE-STEP OVULATION TEST

BLUETEST PREGNANCY TEST/RAPIDVUE PREGNANCY TEST
QUICKSTREAM ONE STEP PREGNANCY TEST

SENSOREX BLOOD GLUCOSE MONITORING SYSTEM
ACCU-CHEK COMFORT CURVE TEST STRIPS

LACTATE PRO SYSTEM

URISCREEN

CLEARPLAN EASY FERTILITY MONITOR

CLEARPLAN EASY OVULATION TEST

HEMAPROMPT

QUIDEL HOME PREGNANCY TEST

QUICK & SURE ONESTEP HOME PREGNANCY TEST
ACCU-CHEK COMFORT CURVE TEST STRIPS

AMIRA MEDICAL ATLAST BLOOD GLUCOSE MONITORING SYSTEM
ACCU-CHECK VOICEMATE

ACCU-CHEK ADVANTAGE TEST STRIPS

PRECISION PCX POINT OF CARE MANAGEMENT SYSTEM
QUICKSCREEN AT HOME DRUG TEST, MODEL 9149/9150
ACON MIDSTREAM PREGNANCY TEST

BESURE PLUS ONE-STEP HOME OVULATION PREDICTOR KIT
PRECISION AIC HOME HBAIC SAMPLE COLLECTION KIT
SUPREME Il CONTROL SOLUTIONS

FASTTAKE ADAPTER

PRECISION XTRA ADVANCED DIABETES MANAGEMENT SYSTEM
PRECISION XTRA ADVANCED DIABETES MANAGEMENT SYSTEM
MTM BIOSCANNER K TEST STRIPS

GLUCOMETER ELITE XL BLOOD GLUCOSE METER
INSTANT-VIEW PREGNANCY URINE MID-STREAM TEST
SURESTEP BLOOD GLUCOSE MONITORING SYSTEM

IN TOUCH DIABETES MANAGEMENT SYSTEM

MODIFICATION OF CLEARPLAN EASY FERTILITY MONITOR
OVUSTICK LH OVULATION PREDICTOR, MODEL 9030
CLEARPLAN EASY HOME PREGNANCY TEST

FACT PLUS ONE STEP PREGNANCY TEST

OSOM CARD PREGNANCY TEST, MODEL 103

GLUCOMETER ELITE XL BLOOD GLUCOSE METER

MTM BIOSCANNER TEST STRIPS

DBEST URINARY TRACT INFECTION TEST KIT FOR HOME USE
DBEST URINARY TRACT INFECTION TEST KIT FOR HOME USE
HEMOCHEK-AIC SAMPLE COLLECTION KIT

FASTTAKE COMPACT BLOOD GLUCOSE MONITORING SYSTEM
DUET Il GLUCOSE CONTROL MONITORING SYSTEM

DUET Il GLUCOSE CONTROL MONITORING SYSTEM

SAS HCG-CHECK

GLUCOMETER ELITE TEST STRIPS

MICROALBUSTIX REAGENT STRIPS

ACCUDIP HOME PREGNANCY AND/OR AIMSTICK PREGNANCY
EARLY OVULATION PREDICTOR (STICK)

Page 8

APPLICANT (OR MANUFACTURER)

LIFESCAN, INC.

BOEHRINGER MANNHEIM CORP.
AMERITEK, INC.

QUIDEL CORP.

PHAMATECH

CHRONIMED, INC.

BOEHRINGER MANNHEIM CORP.
KDK CORP.

DIATECH DIAGNOSTICS, INC.
UNIPATH, LTD.

UNIPATH, LTD.

AERSCHER DIAGNOSTICS
QUIDEL CORP.

ABACUS DIAGNOSTICS
BOEHRINGER MANNHEIM CORP.
AMIRA MEDICAL, INC.
BOEHRINGER MANNHEIM CORP.
BOEHRINGER MANNHEIM CORP.
MEDISENSE, INC.

PHAMATECH

ACON LABORATORIES, INC.
SYNTRON BIORESEARCH, INC.
MEDISENSE, INC.

CHRONIMED, INC.

SELFCARE INC.

MEDISENSE, INC.

MEDISENSE, INC.

POLYMER TECHNOLOGY SYSTEMS, INC

BAYER CORPORATION

ALFA SCIENTIFIC DESIGNS, INC.
LIFESCAN, INC.

LIFESCAN, INC.

UNIPATH, LTD.

PHAMATECH

UNIPATH, LTD.

ABBOTT LABORATORIES
WYNTEK DIAGNOSTICS, INC.
BAYER CORPORATION

POLYMER TECHNOLOGY SYSTEMS, INC

AMERITEK, INC.
AMERITEK, INC.
OSBORN GROUP, INC.
SELFCARE INC.

LNX CORPORATION
LNX CORPORATION
SA SCIENTIFIC, INC.
BAYER CORPORATION
BAYER CORPORATION
GERMAINE LABORATORIES, INC.
SELFCARE INC.

03/10/00



510(K)/PMA TEST DATE

NUMBER

K991465
K991466
K991480
K991641
K991754
K991824
K991850
K992217
K992232
K992684
K992685
k992759
K992988
K993141
K993333
K993377
K993483
K993632

CODE CLEARED

DOA
LH

GLU
DOA
GLU
DOA
GHB
DOA
HCG
GLU
DOA
occ
GLU
HCG
HCG
HDL
HCG
GLU

12/10/99
5/25/99
9/17/99
6/1/99
9/8/99
6/11/99
11/26/99
7/13/99
12/21/99
1/14/00
10/6/99
12/6/99
9/24/99
11/8/99
12/16/99
1/13/00
1/20/00
11/12/99

Over-the-Counter Devices Cleared for Marketing 03/10/00

DEVICE NAME

DRUG STOP

EARLY OVULATION PREDICTOR (CASSETTE)

EXCEL GE BLOOD GLUCOSE TEST STRIPS

AT HOME COCAINE & THC SCREENING TEST, MODEL 9170
GO GLUCOSE MONITORING SYSTEM

AT HOME DRUG TEST, MODEL 9171

SAFE AT-HOME TEST KIT FOR MONITORING HEMOGLOBIN
AT HOME DRUG TEST, MODEL 9175

FIRST RESPONSE 1-STEP PREGNANCY

FREESTYLE BLOOD GLUCOSE MONITORING SYSTEM
QUICKSCREEN WORKPLACE DRUG SCREENING TEST
COLON ALERT TEST

PRESTIGE LX BLOOD GLUCOSE TEST SYSTEM

AT HOME QUICKCUP PREGNANCY TEST, MODEL 9015
CLEARPLAN EASY || HOME PREGNANCY TEST

MTM BIOSCANNER HDL TEST STRIPS, OTC

ACON ONE STEP HOME PREGNANCY TEST STRIP

FASTTAKE COMPACT BLOOD GLUCOSE MONITORING SYSTEM
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APPLICANT (OR MANUFACTURER)

TEXAS IMMUNOLOGY, INC.
SELFCARE INC.

SELFCARE INC.

PHAMATECH

LXN CORPORATION
PHAMATECH

BIOSAFE DIAGNOSTICS CORP.
PHAMATECH
CARTER-WALLACE, INC.
THERASENSE, INC.
PHAMATECH

IMMUNOSTICS, INC.

HOME DIAGNOSTICS, INC.
PHAMATECH

UNIPATH, LTD.

POLYMER TECHNOLOGY SYSTEMS, INC
ACON LABORATORIES, INC.
SELFCARE INC.



